
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/696,174 


10/29/2003 


Swaminathan Jayaraman 


795-A03-004 


7393 



33771 7590 01/08/2007 

PAUL D. BIANCO: FLEIT, KAIN, GIBBONS, 
GUTMAN, BONGINI, & BIANCO P.L. 
21355 EAST DIXIE HIGHWAY 
SUITE 115 
MIAMI, FL 33180 



EXAMINER 



PELLEGRINO, BRIAN E 



ART UNIT 



PAPER NUMBER 



3738 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DELIVERY MODE 



3 MONTHS 



01/08/2007 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 



If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 





Application No. 


Apphcant(s) 




10/696,174 


JAYARAMAN, SWAMINATHAN 


Dffir& Artinn ^ummarx/ 

\si f f w C7 /nw(fl/ff wi#f f f# f far jr 






Examiner 


Art Unit 






Brian E. Pellegrino 


3738 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 52,56-62 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schwartz et al. (5282823). Fig. 2 shows a stent perform with a metallic core 2 and an 
outer sheath 8 disposed about the contact surface and the ends of the core wire. 
Scwartz discloses the wire is made of metal, col. 4, lines 7,8,26,27. Schwartz also 
discloses the sheath encapsulates the wire, col. 4, lines 21,22,47. Scwartz additionally 
discloses the sheath can include a therapeutic agent, col. 7, lines 2-4. Schwartz et al. 
also disclose that the sheath is a polymer and can be bioabsorbable, col. 4, lines 14-16. 
Additionally two therapeutic agents could be used, col. 7, lines 45-48. The therapeutic 
material can be applied on the outer surface of the sheath or film, col. 7, lines 14-16 and 
a release mechanism (microcapsules) can be used, lines 17-22. 

Claim Rejections ■ 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 

be found in a prior Office action. 

Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz et al. '823 in view of Mitchell et al. (528871 1). Schwartz et al. is explained 
supra. However, Schwartz et al. fail to disclose the therapeutic agents include 
rapamycin. Mitchell et al. teach that rapamycin is used on a stent (col. 7, lines 16-18) 
because it reduces intimal smooth muscle cell hyperplasia and reduces restenosis, col. 
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5, lines 3-8,17-25. It would have been obvious to one of ordinary skill in the art to 
incorporate rapamycin with the vascular device as taught by Mitchell et al. with the 
vascular implant of Schwartz et al. such that it aids in controlling the vascular response 
of hyperplasia that is primary cause of restenosis. 

Claim 54 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz et al. '823 in view of Stinson (5980564). Schwartz et al. is explained supra. 
However, Schwartz et al. fail to disclose the sheath or film is contains pores. Stinson 
teaches (Fig. 2c) pores 42 are used on a biodegradable stent material (col. 10, lines 66- 
67) because it enhances the degradation of the material. It would have been obvious to 
one of ordinary skill in the art to incorporate pores with the stent as taught by Stinson 
into the sheath or film of Schwartz et al. stent such that it can accelerate degradation 
and speed up delivery of therapeutic agents. 

Claim 55 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz et al. '823 in view of Liprie et al. (6491662). Schwartz et al. is explained 
supra. However, Schwartz fails to disclose the core is made of shape memory alloy. 
Liprie et al. teach that a core is made of shape memory alloy to strengthen the vascular 
device, col. 2, lines 36-43. It would have been obvious to one of ordinary skill in the art 
to substitute metal materials and use a SMA as taught by Liprie with the device of 
Schwartz such that it is flexible enough for delivery through a tortuous vessel, but stiff 

enough to not crimp. 

Claims 63-69 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz et al. '284 in view of Sukhatme (2005/261283). Schwartz et al. is explained 
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supra. However, Schwartz fails to disclose the method of treating a vascular disease 
and the use of rapamycin with the drug imatinib mesylate in combination. Sukhatme 
teaches a method of treating a vascular disease by determining a pathologic process 
resulting from a disease and selecting therapeutic agents to treat the disease, 
paragraph 16. Sukhatme also teaches that rapamycin and imatinib mesylate can be 
used to effectively treat hyperplasia, paragraphs 117,151,164. Sukhatme also teaches 
that the devices are implanted and the patient is monitored, paragraph 260. Additionally 
it should be noted that a plurality of wires in stents are well known in the art and used in 
interlaced form. It would have been obvious to one of ordinary skill in the art to utilize 
the teachings of Sukhatme of assessing a vascular disease and combining drugs such 
as rapamycin with the drug imatinib mesylate to be used in the stent of Schwartz et al. 
to treat vascular disease. 

Response to Arguments 

Applicant's arguments with respect to new claims 52-69 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 
272-4756. The examiner can normally be reached on Monday-Thursday from 7:30am 
to 5pm. The examiner can also be reached on alternate Fridays. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Corrine 
McDermott, can be reached at 571-272-4756. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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